LIFE SCIENCES REPORT

REGULATORY

February 2018
September
2018

Contents
											

Page 03
Page 04
Page 05
Page 06

Our 2018 regulatory report focuses on how the vacancy landscape is forming across the EU in 2018,
and shows the EU 27 are rising with a decline in the UK for regulatory roles. Perhaps not surprising
at this time? However as a business we have already seen a turnaround in the last 2 months with a
sudden influx of UK/Ireland focussed roles as companies prepare for our Brexit. As we see the EMA
requiring all existing UK based drug assessors to transfer their knowledge to counterparts within
the EU member states on completion, we can assume no reliance on any unique UK expertise for
leverage with the EU on our specialist and unique capabilities. In saying all of that, the great thought
leadership coming from the UK will also be lost. However, as the Biotech industry continues to go
from strength to strength in the UK we are seeing more opportunities opening up for regulatory
professionals here with exciting and novel products coming through trials to market which attracts
both internal and external talent pools. We come from a strong base line with 61% growth in the Cambridge market alone
in the last 2 years in regulatory affairs vacancies. Analysing anything at this point in time around the UK regulatory
function is still confusing. If we consider that Belgium, France, Germany, Switzerland and the UK are the 5 countries with
the highest yield of regulatory roles, only Belgium and Switzerland have seen an increase in activity in 2018 to date. France
in fact seeing a 22% reduction in live vacancies versus minus 11% in the UK. The positive shifts in work in a post-Brexit
world are attached to Belgium with its proximity to Brussels and the Netherlands as the new home for EMA. As mentioned
though the UK market certainly has picked up over the past couple of months with UK/Ire specialist roles, how the talent
pool responds to this we wait to see. And for new horizons we have the apprenticeship scheme coming into play which
we have helped drive through the trailblazer group; this sets up a potential talent ‘goldmine’ for the UK in the future with
potential overseas talent export.
However the emerging picture post-Brexit, soft or hard, still sees the UK remaining as a significant market in its own right.
Last year in the London region alone, in the face of Brexit, there was nearly 1 billion of investment in life sciences and the
sentiment currently remains that companies will inevitably invest in regulatory so medicines can be licensed in the UK/
EAA. Perhaps over time we may even get a Swiss type deal, and from my view currently, they seem to have what could be
described as a very successful Biopharma industry.
Today however we have limited time for post-Brexit speculation as many companies are rightly focused on business
continuity in the face of the current uncertainty around UK/EU trade deals. A “no deal” scenario is looming and the
transferring of all European Marketing Authorisations (MAs) held by UK entities that were approved via the centralised
procedure, will need to be transferred to an EU based entity by December 2020 on the basis that currently there is no
clarity or confirmation of a deal. Companies cannot afford to wait for this to materialise, so have to proceed as if no deal
will be there.
The Prime Minister has proposed an option for the UK to have associate membership of the EMA. The details and
implications of this need to be worked out and agreed with European counterparts to determine what will remain the
same, and what will be different. The EMA will also very likely need support, as they always have done from the MHRA or
similar bodies, in the wake of a move and losing pockets of regulatory talent as well as increased workloads, particularly
keeping up with new devices and AI products which move at a rate almost no one can keep up with. If such a deal isn’t
secured, then the MHRA will need to identify how to operate as an independent regulator, with patients’ interests and
the future of the UK Pharmaceuticals and Life Sciences sector in mind. Ultimately one would hope that at the heart of all
negotiations are “people” and therefore the patients and families that could be so profoundly affected. Let us all hope that
regardless of anyone’s’ opinion on the results of the June 2016 referendum that there is no political posturing from the EU
around how much needed medicines are delivered to our patients.
Yvette Cleland
CEO | Clinical Professionals Ltd

Overview

Finally, existing contracts currently in process within
the MHRA are also being reallocated, so that by
April next year, the caseload has been completely
transferred. Whilst the MHRA will continue to have
expertise that is useful for the EMA, it is doubtful
that Pharmaceutical companies will prioritise their
applications through the UK after March 2019, and
instead we should expect them to shift this process
to other European states. What this will mean for
regulatory professionals currently in the UK remains
to be seen.
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This downward trend is visible in the vacancy
volumes for regulatory professionals, where overall
volumes are up within the EU 27 & EEA, whilst
they have been falling this year, within the UK.
Now with this announcement, the concern is that
this will lead to a significantly greater shift. Factor
that with Brexit, the EMA requires all existing UK
based drug assessors to transfer their knowledge to
counterparts within EU member states. Once this is
complete, this means that the expertise the MHRA
has, will have been passed over, meaning that there
would be limited leverage when lobbying for an
active role on the basis of their unique capabilities.
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Regulatory uncertainty remains a challenge for most
companies, especially as the UK’s departure from
the EU looms closer. With British pharmaceutical
companies now being officially cut out of medicine
contracts, the harsh reality of a hard Brexit is being
made clear. Factor that historically the MHRA
had handled approximately 20% of all medicinal
assessments in the EU, so for example, in 2016,
there were 114 applications for new medicines,
where the UK were appointed the lead assessors
for 22 of the applications, making it the number
one in Europe. In contrast, this calendar year the
MHRA have won only two contracts. This tail-off was
already visible in 2017, where overall there were 90
applications, where in only 6 cases, the MHRA were
appointed.
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Analysis by Sector
As the biotechnology sector grows, it is perhaps
unsurprising that an increasing proportion of
regulatory professionals are being employed within
them. With that the proportion of vacancies for
regulatory professionals within Biotech is also
increasing, up from 4% in 2017 to 5% so far this
year. However, one concern that has been voiced
is that for UK based specialist Biotechnology
companies, where strategically the businesses
will want to prioritise investment into research,
there will be limited appetite to organise for two
different regulatory frameworks, regardless of their
equivalence, where as a result, there may well be
some that choose to relocate to an EU member
state.
Another trend which is also worth highlighting, is
that as biotechnology has increased as a share of
the market, so generic medicines are becoming
more complex to manufacture, as biosimilars have
a significantly higher investment requirement.
However, with Europe now relaxing the biosimilars
approval process, could this be the reason why
regulatory hiring in CRO’s is falling?
With the Pharmaceutical companies, hiring for
regulatory professionals has been increasing. With
more investment from Pharmaceuticals companies
going into Biotechnology could this be the cause?
Or is this linked to increased regulation generally?
For example, the new EU Clinical Trials Directive
comes into force in October, where one example
of the change can be seen in how submissions will
operate, in that responses will be required within 12
days of any questions being asked by the EMA, or
risk being rejected. It is perhaps unsurprising that
Pharmaceuticals companies have been increasing
staffing to compensate.
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Regulatory jobs by sector 2017
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Geographic Analysis
When analysed by country, we can straight away
see which regions are seeing an uptick in activity,
and in which, the reverse is true. In terms of the five
largest countries for regulatory vacancies, (Belgium,
France, Germany, Switzerland, UK) only Belgium
and Switzerland have seen an increase in activity
this year so far. In contrast, activity has been down
in France (-22.8%), Germany (-10.8%) and the UK
(-11.9%). It is within this context one should analyse
UK activity, in that it is not the only major country to
see a downturn in activity this year!
In terms of what happens once the UK leaves, the
three countries forecast to benefit the most are
Belgium, the Netherlands and Germany. Belgium
is already benefiting from significant investment
into biotechnology, where proximity to Brussels for
regulators will always be an advantage. Similarly,
with the EMA to be located in the Netherlands, it is
expected that more regulatory work moves there.
Finally, with Germany, as the single largest economy
within the EU, regulatory work is expected to pick
up there once the UK has left the EU.
That being said, even if there is a hard Brexit,
as a G7 country the UK will remain a significant
market in its own right, which will mean that over
time, companies will inevitably invest more into
regulatory in order so medicines can be licensed
both in the UK and across the EEA, where over
time, it is even possible that an agreement such as
the one Switzerland has could be negotiated. Still
too early to say what will happen, but as the Prime
Minister stated, Pharmaceuticals is considered a
critical sector for the post Brexit economy, so one
should expect the Government to pull out all the
stops to enable businesses in Life Sciences.
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Top 20 EU / EEA Countries by Regulatory Vacancies
(2018 Jan / June only)
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Breakdown by Companies
When analysing vacancies for regulatory
professionals by company, the first question worth
asking, is to what extent are vacancies as a result of
businesses relocating functions, as the UK leaves the
EU, and to what extent are they due to businesses
having an actual increase in case load. For example,
for GSK, we can see that volumes are up nearly
100% on last year so far, where as a business HQ’d
in the UK, interestingly a significant proportion of
those roles are actually outside the UK.
This is in contrast to say Astrazeneca, another UK
FTSE 100 constituent, where regulatory vacancies
have broadly held steady with volumes seen last
year. However with them, 2017 vacancies were
significantly higher due to ongoing issues around
their move to Cambridge.
Other companies worth flagging include Sanofi
Aventis, which have seen an uptick in activity of over
100% so far this year, making them one of the most
active for regulatory hiring, whereas last year by
contrast, they were outside the top ten most active
for regulatory roles.
Gilead are the highest rank Biotech specialist,
where activity there has increased by 77% so far
this year. With Gilead actively pursuing gene editing
technology through a combination of acquisitions
(Kite Pharma) and collaborations (Sangamo) this
could be more than just a temporary blip.
Finally, it is also worth looking at the various CROs
listed. Interestingly, the highest rank CRO by
regulatory roles is actually PPD, where there are
only three CRO’s in the top twenty companies.
Surprisingly, IQVIA doesn’t even make the list.
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Top 20 Life Sciences Companies by Regulatory Vacancies 2017/ Jan-Jun 2018
Company

2017

2018

GSK

63

64

Novar�s AG

102

53

Sanoﬁ-Aven�s Groupe SA

38

39

Novo Nordisk AS

60

34

PPD Inc

34

33

Astrazeneca PLC

63

31

Gilead Sciences Inc

35

31

Pﬁzer Inc

93

31

Merck KGaA

78

43

Bayer AG

54

26

Roche

54

26

Parexel Interna�onal Corp

28

25

Galderma SA

2

23

Janssen Pharmaceu�ca NV

10

21

J&J

81

16

Abbvie Inc

18

15

Leo Pharma AS

15

15

Shire PLC

38

15

Abbo� Laboratories Interna�onal Co

24

14

INC / Syneos Health Inc

20

13
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About Vacancyso� Data
Every day Vacancyso� monitors careers centres
on thousands of company websites, and gathers
links where there is change. These links are then
categorised automa�cally, and in the case of
relevant content, by Vacancyso� staﬀ.

vacancyso�.com
clinicalprofessionals.co.uk

